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OXY-TETW 200;BIO-MYCIN@ 200 GENERALINFORMATION

I. GENERAL INFORMATION

II.

ANADA Number:

Sponsor:

Established Name:

Propriety Names:

Marketing Status:

Supplemental Effect:

References:

200-008

Boehringer Ingelheim Vetmedica, Inc.
2621 North Belt Highway
St. Joseph, Missouri 64506

oxytetracycline injection

OXY-TETTM200
BIo-MYcrN@200*

OTC

Establishes a 28-day withdrawal period for subcutaneous
use of this product in cattle and intramuscular use of this
product in swine, thereby establishing a 28-day withdrawal
period for all approved routes of administration in cattle
and swine.

Freedom of Information Summaries dated
November 16, 1994, for the original approval, and
May 22, 1996, for the supplemental approval for
subcutaneous use in cattle.

*OXY-TETm200 will hereafter denote both OXY-TETm200 and BIo-MYcrN@200.

INDICATIONS FOR USE

OXY-TETm200 is intended for use in the treatment of the following diseases in
beef cattle, nonlactating dairy cattle, and swine when due to oxytetracycline
susceptible organisms:

BEEF CATTLE AND NONLACTATING DAIRY CATTLE

OXY-TETW200 is indicated in the treatment of pneumonia and shipping fever
complex associated with Pasteurella spp. and Haemophilus spp.; infectious
bovine keratoconjunctivitis (pinkeye) caused by Moraxella bovis; foot rot and
diphtheria caused by Fusobacterium necrophorum; bacterial enteritis (scours)
caused by Escherichia coli; wooden tongue caused by Actinobacillus lignieresii;
Ieptospirosis caused by Leptospirapomona; and wound infections and acute
metritis caused by strains of staphylococci and streptococci organisms sensitive to
oxytetracycline.

—
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OXY-TET~ 200; BIO-MYCIN@ 200 GENERALINFORMATION

SWINE

In swine, OXY-TETTM200 is indicated in the treatment of bacterial enteritis (scours,
colibacillosis) caused by Escherichia coli; pneumonia caused by Pasteurella
multocida; and leptospirosis caused by Leptospira pomona.

In sows, OXY-TETW200 is indicated as an aid in the control of infectious enteritis
(baby pig scours, colibacillosis) in suckling pigs caused by Escherichia coli.

III. DOSAGE FORM, ROUTE OF ADMINISTRATION, AND RECOMMENDED
DOSAGE

A.

B.

Dosage Form

OXY-TETW200 is a sterile injectable solution available in 100-,250-, and
500-mL bottles. Each milliliter contains 200 mg oxytetracycline.

Route(s) of Administration and Recommended Dosage

BEEF CATTLE AND NONLACTATING DAIRY CATTLE

OXY-TETm200 is to be administered by intramuscular, subcutaneous, or
intravenous injection to beef cattle and nonlactating dairy cattle.

A single dose of 9 mg of OXY-TETN200 per pound of body weight administered
intramuscularly or subcutaneously is recommended in the treatment of the
following conditions: 1) bacterial pneumonia caused by Pasteurella spp.
(shipping fever) in calves and yearlings, where retreatment is impractical due to
husbandry conditions, such as cattle on range, or where repeated restraint is
inadvisable; 2) infectious bovine keratoconjunctivitis (pinkeye) caused by
Moraxella bovis.

OXY-TETW200 can also be administered by intravenous, intramuscular, or
subcutaneous injection at a level of 3 to 5 mg of oxytetracycline per pound of
body weight per day. In the treatment of severe foot rot and advanced cases of.
other indicated diseases, a dosage level of 5 mg per pound of body weight per day
is recommended. Treatment should be continued 24 to 48 hours following
remission of disease signs; however, treatment is not to exceed a total of four
consecutive days. Consult your veterinarian if improvement is not noted within
24 to 48 hours of the beginning of treatment.

No more than 10 mL should be injected intramuscularly or subcutaneously at any
one site in adult beef cattle and nonlactating dairy cattle; rotate injection sites for
each succeeding treatment. The volume ad&inistered per injecti& site should’
adjusted according to age and body size so that 1 to 2 mL per injection site is
injected in small calves. I

t3e

ANADA 200-008 Page 2

,.——,-—.,..-,.--.. — .—— ,,-—......... .. ...”-—-—--- . . .-. -.”..—...,..-



. . .

OXY-TETW 200; BIO-MYCIN@ 200 GENERALINFORMATION

SWINE

A single dose of 9 mg of OXY-TETTM200 per pound of body weight administered
intramuscularly is recommended in the treatment of bacterial pneumonia caused
by Pasteure/la multocida in swine, where retreatment is impractical due to
husbandry conditions or where repeated restraint is inadvisable.

OXY-TETTM200 can be administered by intramuscular injection at a level of 3 to
5 mg of oxytetracycline per pound of body weight per day. Treatment should be
continued 24 to 48 hours following remission of disease signs; however, treatment
is not to exceed a total of four consecutive days. Consult your veterinarian if
improvement is not noted within 24 to 48 hours of the beginning of treatment.

For sows, administer once intramuscularly 3 mg of oxytetracycline per pound of
body weight approximately 8 hours before flu-rowingor immediately after
completion of farrowing.

For swine weighing 25 lb of body weight and under, OXY-TETm200 should be
administered undiluted for treatment at 9 mg/lb but should be administered
diluted for treatment at 3 or 5 mg/lb.

No more than 5 mL of OXY-TETW200 should be injected intramuscularly per site
in adult swine; rotate injection sites for each succeeding treatment.

ANADA 200-008 Page 3
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IV. EFFECTIVENESS

Since this supplemental application does not change the species, routes of
administration, or dosages, no additional effectiveness studies were required. Studies
conducted for the original ANADA approved November 16, 1994, and for the
supplemental approval dated May 22, 1996, are summarized in the respective
Freedom of Information Summaries.

v. ANIMAL SAFETY

The supplemental approval does not change the approved dose(s) of oxytetracycline,
the frequency, or routes of administration. Accordingly, no additional studies were
required for animal safety. See the Freedom of Information (FOI) Summaries for the
approval of the original and supplemental applications of OXY-TETW200 approved
November 16, 1994, and May 22, 1996, respectively.

ANADA 200-008 Page 4
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OXY-TETW 200; BIO-MYCIN@ 200 HUMANSAFETY

VI. HUMAN SAFETY

A. Tolerances for residues

The FDA has established tolerances for the sum of residues of
tetracycline, including chlortetracycline, oxytetracycline, and tetracycline,
in tissues of beef cattle, non-lactating dairy cows, calves, swine, sheep,
chickens, turkeys, and ducks (61 FR 67453, December 23, 1996). The
tolerances established for oxytetracycline under21 CFR 556.500 areas
follows: 2 ppm in muscle; 6 ppm in liver; and 12 ppm in kidney and fat.

B. Residue depletion studies

1. Subcutaneous administration in cattle

a. Study number: 635-0144-91 B-O04

b. Investigator: Bill C. Clymer, Ph.D.
Clymer Research
Amarillo, Texas

c. General design:

(1)

(2)

(3)

(4)

(5)

(6)

(7)

Purpose: This is a tissue residue depletion study for
oxytetracycline injection, 200 mg/mL, conducted in beef
calves. The study was conducted to comply with Good
Laboratory Practices, 21CFR 58. Tissue analyses were
conducted by Colorado Animal Research Enterprises (CARE),
Fort Collins, Colorado 80524. The statistical analysis was
conducted by Thomas J. Keefe, Ph.D., EnviroStat Associates,
Fort Collins, Colorado 80526.

Animals: 20 healthy beef calves.

Dosage form: 200 mg/mL injectable solution

Route of administration: subcutaneous injection

Dose: a single treatment of 20 mg/kg, administered in the
neck

Test duration: 11 days

Pertinent parameters measured: Approximately 500 g each of
liver (cross-section of each lobe), 500 g each of injection site
and noninjection site (semimembranosus) muscle, 200 g (or
the maximum obtainable) abdominal fat, and both kidneys.

ANADA 200-008 Page 5



OXY-TET~ 200; BIO-MYCIN@ 200 HUMANSAFETY

d. Results

Residue analyses were conducted at CARE, using an adapted validated
microbiological assay. The data are presented in Table 6.1.

Table 6.1: Oxytetracycline residues (Mean ~ SD) in bovine tissues
following a single subcutaneous administration of OXY-TET’M200,
at a dose of 20 mg/kg

Days* Oxytetracycline (ppm)

Liver Kidney Muscle Fat Injection site

2 3.96*1.54 8.27S!.41 1.32*0.45 0.20t0.10 603.32k358.73

5 o.43ko.07 1.08N.27 0.19t0.02 <LOQ 153.46*135.94

8 0.19f0.16 0.31M.19 0.21 <LOQ 30.59k42. 17

11 0.16M.09 0.34M).18 0.20 <LOQ 105.75f208.01

*represents withdrawal time in days
LOQ = 0.1 ppm for kidney; 0.075 for liver, muscle, and fat

2. Intramuscular administration in swine

a. Study number: 635-0144-91 B-021

b. Investigator: Diane Fagerberg, Ph.D.
Colorado Animal Research Enterprises (CARE)
Fort Collins, Colorado 80524

c. General design:

(1)

(2)

(3)

(4)

(5)

(6)

Purpose: This is a tissue residue depletion study for
oxytetracycline injection, 200 mg/mL, conducted in swine. The
study was conducted to comply with Good Laboratory Practices,
21 CFR 58. Tissue analyses were conducted by CARE, Fort
Collins, Colorado 80524. The statistical analysis was conducted
by Thomas J. Keefe, Ph.D., EnviroStat Associates, Fort Collins,
Colorado 80526.

Animals: 24 healthy swine.

Dosage form: 200 mg/mL injectable solution

Route of administration: intramuscular injection

Dose: a single treatment of 20 mg/kg, administered in the neck

Test duration: 28 days

ANADA 200-008 Page 6
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(7) Pertinent parameters measured: Approximately 500 g each of
liver (cross-section of each lobe), 500 g each of injection site and
noninjection site (semimembranosus) muscle, 200 g (or the
maximum obtainable) abdominal fat, and both kidneys.

d. Results

Residue analyses were conducted at CARE, using an adapted validated
microbiological assay. The data are presented in Table 6.2.

Table 6.2: Oxytetracycline residues (Mean A SD) in swine tissues
following a single intramuscular administration of OXY-TETm200, at a
dose of 20 mg/kg

Days* Oxytetracycline (ppm)

Liver Kidney Muscle Fat Injection site

2 1.78t0.48 7.39*3.26 1.47M.54 0.1 liO.06 566.68f528.04

5 0.41*0.17 1.79+0.80 0.42ML14 <LOQ 67.93&56.94

8 0.13*0.09 0.58f0.21 0.12&0.09 <LOQ 26.23 k53.56

11 <LOQ 0.28t0.04 <LOQ <LOQ 1.24

21 <LOQ 0.24k0.03 <LOQ <LOQ <LOQ

28 <LOQ <LOQ <LOQ <LOQ <LOQ

*represents withdrawal time in days
LOQ = 0.1 ppm for kidney; liver, muscle, and fat

C. Withdrawal calculations

Withdrawal periods for the intramuscular, intravenous, and subcutaneous use of
OXY-TETTM200 in cattle, and for the intramuscular use of this drug in swine
have previously been established in the original ANADA dated
November 16,1994, or in the supplemental application dated May 22, 1996. A
withdrawal period of 28 days was assigned for the use of OXY-TETW200 in
cattle via the intramuscular and intravenous routes of administration based on
the blood level bioequivalence study conducted in support of the original
ANADA. Because the study, conducted under CVM’S 1990 Bioequivalence
Guidance, demonstrated blood level bioequivalence, a tissue residue depletion
study was not required to support the approval. A withdrawal period of 42 days
was assigned for the intramuscular use of OXY-TETTM200 in swine based on a
tissue residue depletion study conducted in support of the original ANADA
approval. A withdrawal period of 36 days was assigned for the subcutaneous
use of OXY-TETW200 in cattle based on a tissue residue study conducted in
support of the supplemental ANADA dated May 22, 1996. See the FOI
Summaries for ANADA 200008 dated November 16, 1994, and May 22, 1996,
for additional information.

ANADA 200-008 Page 7
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OXY-TETW 200; BIO-MYCIN@ 200 HUMANSAFETY

For this supplemental application, the withdrawal periods for the intramuscular
use of OXY-TETTM200 in swine and for the subcutaneous use of OXY-TETW200
in cattle have been recalculated. The recalculations were performed using the
revised tetracycline tolerances (61 FR 67453), and a statistical tolerance limit
algorithm for the 99’hpercentile with 95’%0confidence. As a result of these
recalculations, a 28-day withdrawal period is assigned for the intramuscular
administration of OXY-TETTM200 in swine, and for the subcutaneous use of
OXY-TETm200 in cattle. The 28-day withdrawal period for the intravenous and
intramuscular administration of OXY-TETTM200 in cattle, assigned as part of the
original approval, remains unchanged.

D. Regulatory Analytical Method for Residues

The regulatory analytical method for detection of residues of the drug is a
microbiological test using Bacillus cereus var. mycoides (ATCC 11778). The
method is found in Antibiotic Residues in MiIk Dairy Products, and Animal
Tissues: Methods, Reports and Protocols, Revised October 1968, Reprinted
December 1974, National Center for Antibiotic and Insulin Analysis, FDA,
Washington, DC 20204.

ANADA 200-008 Page 8
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VII.

VIII.

AGENCY CONCLUSIONS

The data submitted in support of this ANADA supplement satis& the requirements of
Section 512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part514 of the
implementing regulations. As a result of recalculations using the revised tetracycline
tolerances (61 FR 67453), a 28-day withdrawal period is assigned for the
intramuscular administration of OXY-T~Tn200 in swine, and for the subcutaneous use
of OXY-TETTM200 in cattle. The 28-day withdrawal period for the intravenous and
intramuscular administration of OXY-TETW200 in cattle, assigned as part of the
original approval, remains unchanged.

Adequate directions for use of the product to treat cattle and swine have been
written for the layman, and the conditions for use prescribed on the labeling are
likely to be followed in practice. Therefore, the Center for Veterinary Medicine
(CVM) has concluded that this product shall continue to have over-the-counter
marketing status.

The agency has determined under 21 CFR 25.33(a)(1) that this action is of the
type that does not individually or cumulatively have a significant effect on the
human environment. Therefore, neither an environmental assessment nor an
environmental impact statement is required.

Under the Center’s supplemental approval policy (21 CFR 514. 10f), this
is a Category II change. The approval of this change is not expected to have any
adverse effect on the stiety or effectiveness of this new animal drug and,
therefore, did not require a reevaluation of the human food or target animal stiety
data in the parent application.

OXY-TETTM200 Injectable Solution is under U.S. patent number 5,075,295, which
expires December 12,2009.

APPROVED LABELING

A copy of the draft facsimile labeling is attached to this document.

A. BIO-MYCIN@200- Vial Labels

B. BIO-MYCIN@200- Package Inserts

ANADA200-008 Page 9
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Bio-Mycinm 200
(oxytetracycllne) Inkctlon

btlblotlc

Each mL contdns 200mg of oxytetrac@lne base as oxytetra-
cycllns amphoterlc.

For the treatment of disease in beef cattle, nonlactatlng dahy
cattle ●nd swine.

Read entfrs Insert carefully befora using this product

Blo-Mycln” 200 (oxytetraqdlne fn~fd k ● sterile. ready-
to-use solutlon of the broad spectrum ●ntlblotk oxytetracy-
dioe by Inlectlon. Sad ml contslns 200 mg of oaytetmcycflne
base ● amphoterlq magnedum oxide 1.7% w/w wdlum
formaldehyde sulfoxyfate 0.S% wk. pofyethyfene gfycol 400
30% w/w monoethanolamlne to ●dlust ptkwater (or Injectkom
USP qs. Oxytetracfcllne Is ●n ●ntlmkmblal ●gent that Is ●ffcc-
tfva In the treatment of ● tide rsnga of diseases caused by
suscsptlble gram-positfve ●nd gram-twgatfve bacterfa.

Bfo-Mycln 200 does not reqtdra refdgeratfon; hmvwer. It Is
recommemtsd that k be stored ●t corsfmffed mom tempera-
ture. 15”-30” C (59”-S6” F).lhe antftddc actMW Of O@e~a-
cycfhta k not appreclablydlmkdshed fn the presence of body
tfulds, serum or exudates

Cautbm When admlnkfemd to cattfe. muscle dkwforatk.n
may rwcesdtate trfmmlng of the In]ectfon ske(s) and sur-
rounding tksues durfng the dressing pmwdutu

}

Wamln& Dkcontlnue treatment at least 28 days prior to
daughter of cattle and swine Not for uss In lactating
dalryanlmak. {

pmcautform Exceeding the highest recommended dosage
kvel of dtug per pound of bcdywslght psr day. admlnkterkng
more than the recommended number of treatments mdlor
exceeding 10 mL Intramusculaffy or subcutaneously per hi]ec-
ticm sfte In adult beef cattfs ●nd nonfactatlng dai~ cattle. ●nd
S d. Imramusculady per Injactfon dte [n aduft swine, may
rssult In antlblotlc residues end the vdthdrawal pwfod.

ffeactfons of an allergfc or ●rmphy%ctfc naturs, somethnes
fttal. have been knc+wnto oaurhs hypetsendtlve animals fol-
fovdng the ln]ectlon of wytefracydlna Such adv.sms reactions

— can be characterized by signs such w restlessness. erection of —
ttah. muscle trsmblin~ svmfllng of ●yelfds, cam, mud% anus
and vulva (or scrotum ●nd sheath In maksk fabored breath-
kng.defecation and urfnatfom gfassy-eyed appeamnce. @mP-
tlon of skin plaques, frothfng from the mouth. ●nd pmstratlon.
Pregnant animals that mcovermay wbssquentfy abort. At the
tlrst sfgn of ●ny ●dvems reactfon. dkwntfnue use of this pro-
duct●nd admlnkter ●phsephrfne ●t the racomnwndsd dosage
kvels. CaN a veterinarian Imm+lately

shock may be obsewed followfng Intravenous admlnlstratfoq

esr=falfywhere hlghfy concentrated matetkak ●re Invofvsd.
To mhimize thk occurrence, It fs recommended that Blo-
Mychr 200 bs admfnktesed afmvfy by thk route.

Stmrtfy after InjectIon treated anlmsls may have transient
hemoglobhwrfa resuftlng fn darkened wine.

* wfth aff antibiotic prepst’atfons, use of thk drug may result
in overgrowth of nonsuscaptkbfa organfsms. Incfudfng fungL A
Iackof response by fhs tmatad ank!wl, os the development of
new signs, may suggest that an OVugmwth of rmnwaceptlble
urgankms has occurred. If any of these condkfons occur, mn-
wlt your veterinarian.

Slnca bactetiostatlc drugs may Interfere wffh the bacterfddal
actfon of penldllln, ft Is advkabfe to add gMng Bio-Mycln
200 In conjunction with penfdllln.

Storagw Store ●t controlled m-m temp.ersture. 15”-30” C
(59--86” 11 Keep from frsezfng.

Care of Sick Ardmalx The use of antbfotlcs In the manage-
ment of diseases Is based on an accurate dlagnosk and an
adequate course of treatmerm When pmpwfy used In fhs
treatment of diseases caused by oxytetracydfne susceptible
orgarikms most ●nimals that have beets treated wfth Oayte(ra-
c@frte InjectIon show a n.atfceabfe Impmvement wfthln 24 to
U3 hours. k k rscommemkd that the dfagnosfs and treatment
of ●nimal diseases be carded out by ● vetednarlan. Since

m~ diseases look allke but requfre different types of treat-
ment. the use of pm fesslooal veterfnmy and Latmratory ser-
vfces can reduce treatment Wm. cows and needless losses.
Good houdng. sanlta(lon and nubitfon ●re Important In the
m?lntenance of heafthy animals, ●nd are essential In ths treat-
ment of diseased anlmak.

Intramuscular Admlnktfatfowinffamu$cufaf fnlsctkns
shosdd bs made by dlrecfhtg the nasdk of wftabfe gwge ●nd
kngth Into the ffe<hy pati ofs thkk muck such *S fn the
rump, hip or thigh regions: weld blood vessels md males
ncwes. Before In]ectlng the solution, pull back gentfy on ths
plunger. If blood appears In the syrfnge, ● blood vessel has
been entemt wlthdmw the nscdle and sekct a different dte.

No more than 10 mL should be Intstted Intramu$cutarly X ●y
one dte In aduh beef cattk and noolactatlng daky cattk, and
not more than 5 mL PM dte In adult swine; ru!a!e InjectIon
SKCSfof ●ach wcceedlng treatment The volume admlnktemd
per Injection site should be reduced sccwdlng to w ●nd
body size so that 1 to 2 mL per stte k Inlected 10 small calves.

Subcutaneous Admlnlstratlom Subcutaneous ln&tlons In
beef cattle and oonlactatlng dahy cattle should bs made by
dlrectlng the needle of sultabfe gauge ●nd kngth through the
foose folds of the neck skin In front of the shoulder. Cafe
should be taken to ensure that the tip of the needle has pene-
trated the skin but k not bdgad In muwk. Lkfom Inlscflng
the solutiun, puff b?cftgentfy on ths pkunger.If bfood ●ppears
In the $yrlnge, ● blood vessel has bem enterti withdraw the
needk and select ● dlffersnf site.Tha wfuflon should be
Infected dwdy Into ttw area betwean ths ddn ●d mud=

No mwe than 10 OIL shoufd ba In@ted subcvtanaoudyat ●ny
one site In ●dult beef cattk and nonlactatlng dafrywttf.%
rotate In]sctlon dtes for each sucwadfng UeatnwATfw vOf-
ume admlnktered per Inlectfw dte shoufd bs rsducsd
according to ●ge ●nd body sfze so that 1 to 2 mL perdte k
injected In smaff calves.

intravenous Admlnlswatfm Bb-MychI 2@J (oWe@l~

injection) may be admlnktered ktfmvenowfyto baef cattfe
and nonlactallng dairy cattle. Aswkh all hfghfy Wncusfmtsd
materlak, Bb-Mycln 200 shoufd be admlnl~emd sfowly by
the Intrwsnous route

preparation of the Anfmal 6X fnlectfom
L Approximate location of vein.ti Wgularveln runs fn

the jugufar groove on ●ach side of the neck from tha
angle of the law to just abws the fnlsket ●nd sffghtky
above and to ths dde of the wlndplpe. me R* f).

2. RestrainL A stanchion or dmte Is fdeal for restmhshrg
the animal. with ● halte~ rope, or cattle kader(nose
tongs), pull the animal’s head ●round the side of the
stanchion. cattle chute. w post In such a manner to
form a bow In the neck (See fig. If). then snub the head
securely to prevent movemenL By forming the bow In
the neck, the outsfde cumture of the bow tsnds to
expose the Iugular vein and make It eadly *ccesslble.
Caution: Avuld restraining the anlmsf WIUI a tight mps
or hatter around the throat or upper neck filch might
Impede blood flow. Anlmak that are down present no
pmblcm as far as rszsralnt k coumcd.

3. Clip hair In area where Inlectlon k to bs made (over the
vein in the upper third of the neck). Ckan and dfdnfect
the skin with alcohol w other suitable antkeptf~

a-

Enterlng the Vein and Makfng the Irsjectforr~
L Rake the vein.This k accomplished &ing the choke

‘Xmpe tightly around the rr.sckdose to e shouldsc.lhe
mps should be tied hI such away that ktwifl not come
loose and so that It can be untkd ukkfy by pu[llngthe
loose e”d(SeeFlg.If). hkhfdwse$eddmals.a bfock
of wood placsd In the jugular grows batween the rope

deshed press”,eat&d~tpl”L~ vel”lsamti
and the hide will hel condderably In applying tha

flexible tube through vdich tfw bfuods flows back to the
hearL Under ordhta condltfmw, It cannot be seen w
feltw,ththefi”~em.~e”tieflow~bl~ kbfocked
at the base of the neck by the choke m . . the vein
becomes enla d and rfgfd because o the back es-

T
D

sure. If the cho ● mpa k suftkfenffytf Lttwve IS
stands out and can be easily sem and elt In thln-
necked animals. As a further check fn identifying the
vein, tap It vAth the ffngers In front of the choke m

PPulsations that can bs seen w fekwfth the fingers n
front of the pohtt befng tappsd wfff conffnn the fact that
the vein Is propml distended. k Is Impossfbfe to put the

rneedle Into the ve n unless ft k distended. Experlencad
operators are able to rake the vein simply by hand Prw-
we, but the use of a choke rope Is more cmfaln.

2. Inserting the needle.Thk invokes three dfstfnct steps.
first. insert the needle through the hide. Second, Insert
the needle Into the vein.This may r uhe two m three

?hevel”hasaten-auempts before the vein Is entered.
dency to roll away from the point of the naedk, espe-
cially If the needle k not sharp. The vein can be steadied
with the thumb and finger of one hand. With the other
hand. the needle point is placed dlrectlyover the vein.
slanting It so that Its dhecllon k ●long ths kngth of the
vein. either toward !hc head of toward the beam Pro-
perlypositioned this way a quick thrust of the needle WIII
be followed by a spud of blood thruugh tie needle.
wWch indicates that the vein has been entewd.Third,
once 10 the vein. the needle should be Inserted aloag



ttzdfcatf~,x ttlo-Mycln 200 Is In[ended for use in tttc ttcat- 1
nPxttof the fo%owlng dkeases In beef cattle, nonlactatlng
dairy cattie and swine wfaen due to oxytetracydlne-susceptl-
btc organisms:

Cattle: In cattle, Blo-Myctn 200 Is Indlcztcd In tha treatment of
pneumonia and shipping fevac complex ●ssociated with Pos-
wrm?lfa SPP. and Hoemophhs $PP.; Infectious bovkre kerato-
conluncttvltls (plnkeye) =used by Monwlh bovf~ foot-rot

and dlphlheda caused by Fusobodeffum nccrophonmr; bacte-
dal ●ntedtls (scours) caused by Escherfchfa COO:wooden
tongue caused by Accfnobactiluz Ifgnler@$rr: Ieptozplm$ls
caused by Lepfosph pomorw and wound Infcctfons snd
acute mewltls caused by strains of staphylocowl and strepfo-
cocct organisms sensltlve to oxytetracycline.

Swtnc In swine. Bio-Mycln 200 k Indicated In the treatment
of bcctedal entedtls (scows, collbaclllods) caused by
Escherlcfda cofl; pneuqmnla caused by Postersrello mulmclda:
●nd Ieptosp[rosls caused by leptospha ponrono.

In sows, Blo-Mychz 2G+JIs Indlcatcd m an ald h the control of
Infactfous entmitfs (baby plg zcours, coklbaclltosls) In wckftng
PIEScsusad by Escherfchla mff.

Dosage

Ccttk Etlo-M3rln 200 k to bs sdmlnl$cemd by Intsamuzcular,
subcutaneous, or IsctravenmesIn]actlon to baaf cattle ●nd
nordactatlng dab-y cattte.

A shzgfedosage of 9 milligrams of Blo-Mycln 200 per pound of
body walght admlnlsterad Intramusculady or subcutaneously
Is recommended In tha traatment of the followfng condltlcttw
1) bacterial pneumoala caused by Rmteusefla spp. (sfripplng
fcvar) In calves and yeadlngz. wdzereratrcabnenc Is Imprzctkal
due to husbandry condklotzs, soch ● cctttc on sangc, or
wftere their rapeated restrclnt is lnadvfscb~ 2) Infcctfous
bovlnc kesatoconjuncLMtls (plnkcye) caused by Afomxefkz
bovfz.

Cmk fkqe Gutde

hf the tit dCIIS d PIWWKUIta m ptmkey# SdMtdStW ●stn2te doss d
240-fAfct# ZCQbydeep kummmw!af tnjedtm w subcularwoui hfeclton

~to the folkfwt.e welsht mwrfes”

Alltmd Number of MIMI NUnlkof ti!md Mm&c of

WIsht Oh) mLor cc weightOb) mLw cc wdfit fib) mlorcc

100 L.5 ma 225 am acs.-
Zoa 9.0 600 27.0 moo I&o

300 13.5 700 31.5 1100 &9.5

Loo 18.0 Zoa 3ea 1200 %.0

“Sac pack6ge Insert for dosing Instructforts for other kzdl-
cctcd diseases and full product b-rfosmatlon.

““Do not administer more than 10 ml ●t any one I+ction site

)

(1 to 2 mL per site In smarl cafves).

Discontinue treatment at least 28 dxys psiorto slaughter
of cattte. Not for uc In Iatithtg dairy ●nimals.

(
Bio-Mycin 200 can also bc administered byintrcvenous, sub-
cutaneous, or Intramuscular InJcctton at a lewd of 3 to 5 mll-
Ograms of oxytetracycline per pound of Lwdywelght par day.
[n the treatment of severe foot-sot ●nd advznced casas of
other Indicated dlsease$, ● dozzge Iavel of S milligrams per
pmmd of body weight per dsy Is recommended.Treatment
should be mntlnued 24 to SIBhourz following remlsslon of
dlscase slgnq hcn.vever,not to excacd a total of four consecu-
lIvs! days. Consult yourvetetlnarlan If improvement k not
notsd wlthln 26 to 48 hours of the beghmbzg of beatment.

Swine: In swine a shtgle dosage of 9 mllligtcms of Blo-Mycin
200 pcr pound of bedywelght administered Intmmuscularty IS
recommended L-Ithe Sseatment of bactesfal pneumonia
czusad by Posteureffa mukocfdo In swhze, tierc retscatnsent Is
Imos’actlcal due to husbandw conditions or where renaatad
restraint Is Inadvisable. -

–.–.–.

%fme L20ugaGuIda

Mtiti~s Mwmb-&htiasW tidBb~-m
6ydeep Imranwsmtar tn&cton scuxdinc to the tdfrwt,uwetch! cata-
@ltes-

Anlmd Number of Mmd Numbemf MmaI Num&I .f
tight Ob) mLoI a Wd@ttttd mlorcc welghtOb) mLo,cc

10 0.5 125 5.6 2s4! 11.3

25 t.1 1s0 6.8 275 12.4

50 2.3 175 7.9 Scxl t3.s

75 3A 200 9.0 325 i6.6

100 w 223 to.1

“Scs package insert for dosing instructions for other lndl-
catcd diseases and full product Information.

““Do not administer more than 5 mL at any one Injecclon site.

} Dlwo”ti””e:,eatment28 d~pdorto$Ia”@[erof swi”e. <

Blo-Mycln 200 can also bc administered by Intramuscular
In[actIon at a level of 3 to 5 milligrams of oxytelracycflne per
pound of body weight p.x day.

Treatment should be contlnwxf 24 to 48 hours followlng
— remlsslon of disease signs; however, not to exceed a to!al of

fwr consecutive days. thzsult yourveterinarlan If improve-
ment IS not noted wlthln 2k to L8 hours or the beglmdng of
treatment.

FOrsows, admiolster once intramuscularly 3 milligrams of
oxylewacyctine per pound of body weight approxlmatefy
8 hours before hv..+lng or Immediately after completion of
farrov.lng.

1

the length of the vain all the way to the hub, axesclslng
caution to see that the needle dots not pcnetsate the
o tmslte side of the VCISZ.Conthtuous steady ffovc of

f’b ood through the needle Indlcatas that the needle Is
still In the vein. If btood does not flow contlmrously. tfze
needle Is out of the vein (or cl~d) a“d anothct
attempt must be made. If dlfflcu ty Is mummers-$ N
may be advlsabre to use the vein on the other side of the
neck.

3. While the needle Is being placed In pmpcr podtlon in
the vein, an assistant should get the medication ready
so that the InjectIon can be started wkthout delay ●fter
the vein has ken entered.

4. Making the Inlectlon. With the needle In posklon as
Indicated by continuous flow of blood, release the
choke rope t+ a quick pull on tha frae ●nd.71ds Is ez.sen-
tial-the medication cannot flow Into the vein while It Is
blocked. Immediately connect the syringe contalnln

!Bio-Mycln 200 (oxytetracydne Inlectlon) to the nec Ie
and slowly depress the plunger. If there Is rcslstmsce to
depression of the plunger. this Indicates that the needle
hcs sllppcd out of the vein (or Is CIO ed) ●nd the pmce-

Vdure will hcvc to ba repeated. Watch or ●ny swcll{ng
undet the skin near the tseadka,whkh would tndtatc
that the medication Is not Ing hzto the vcln. Should
g~l:g~lsbsttow~ vehonti.o~slw zfcfa

5. Removfng tfzc madfe. Wherr Z@cctbn Is compfetc,
remove rwcdle with strzlght padllfaan ●pply pressure
over area of In]ecttost r’nornantxffy to confmt ●y btaad-
lng through needle puncture ucfng cdton zoakcd In
arcohol or other sukable andseptfc,

Package Informatirxu B10-Mycln 200 Is ●vsdfcbte In 100-
mt-. 250-mL and 5Cz3-cnLbottfes contidnhtg 200 n’tgoxytetrc-
cyctbzeparmL

Keep out of reach of chlldtcn.

U.S. Patent No. 5,075,295.

349519-02-9808
Code 349S31
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FOI SWIM welghlng 2S lb of bodywdght and under, Etlo-Mycln

300 should be admlnktered undiluted fos trestment at 9 mg/tb
but should bs ●dmlnktemd diluted for treatment at 3 or 5
@b.

9 MCM DOSAGE ‘30R5McAi3w3AcE

VOlum of UNOILUISD VolumEotDtLUIED

w SUO-Mydn200 i31a-Mydn300
Wl#ht 9 mgllb 3 ~gnb Dllueion” 5 mob

s lb 0.?. mL 0.6 ml. 1:7 1.0 mL

Iolb 0.5 mL 0.9 ml 1:5 1.5mL

3Slb 1.1 ml IS ml 1:3 2.5 mL

“To prepare dllutlons, add one part tYo-Mycln 300 to Ihree,
tlve or seven patts of sterile wate~ or 5 percent dex[rose
solullon as lmikate~ the diluted product should bs used
Immediately.

DkIsctlons for Ussx t310-Mycln ZOOIs Intended for use In the
treatment of dkease due to osytetracycflne susceptible organ-
isms In baef cattle, ndsctstbsg daky cattle and swine. A
thoroughly cleaned. sterile needle and sydnge should be used
for each In]ectfon (needles ●nd syrhges may ba slerlllzed by
bolllng In wat.w fos 1S minutes). In sold weather, Elo-tdycln
200 should be warmed to mom temperature before admlnk-
tratlon to anlmak. Before withdrawing the solutlon fmm the
bottle, disinfect ths rubber cap cm the bottle wfth ● suitable
dklnfectant, such as 70U ●lcohollhe I@sctfoa site should be
similarly ckaned with tlw dkhsfectan~ Needles of 16 to 1.s
gauge and 1 to 11/, Inches fong me adequate for Intramuscular
Injsctlons. Needks 2 to 3 Inches are recommended for intra-
venous use.
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